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CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Mr. Nick Suru, President

“N” TECH Instrument Repair, Inc.
25775A Hillview Court
Mundelein, IL 60060

Dear Mr. Suru:

During the inspection of your firm from March 26 to March 28, 2001, Investigator Matthew
Sienko determined your firm manufactures lapyroscopes, arthroscopes, and cytoscopes. These
products are devices as defined by Section 201(h) of the Federal Food, Drug, and Cosmetic Act

(the Act).

The inspection revealed that these devices are adulterated within the meaning of Section 501(h)
of the Act, in that the methods used in, or the facilities or controls used for manufacturing,
packing, storage, or installation are not in conformance with the Quality System regulation for
medical devices, as specified in Title 21, Code of Federal Regulations (CFR), Part 820, as
follows:

1. Failure to establish a policy and objectives for, and commitment to, quality.

2. Failure to establish procedures for management to review the suitability and
effectiveness of the quality system at defined intervals and with sufficient
frequency to ensure that the quality system satisfies the requirements of 21 CFR
Part 820 and an establish quality policy and objectives.

3. Failure to establish a quality plan that defines the quality practices, resources, and
activities relevant to devices that are designed and manufactured.

stablish and maintain procedures to control the design and design

4. Failuretoe
of devices to ensure that specified design requirements are met.

changes ensure th
Your firm’s devices are also misbranded within the meaning of Section 502(t)(2) in that your

firm failed to establish medical device reporting procedures as per 21 CFR Part 803, Medical
Device Renorting (MI‘)R)_
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